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Commissioner for Patents 

P.O. Box 1450 

Alexandria, VA 22313-1450 

Sir: 

Subsequent to the filing of the above-identified application on January 6, 2006, attached 
hereto is an English translation of the International Preliminary Examination Report (Form 
PCT/IPEA/409) that should be made of record in the present application. 

If necessary, the Commissioner is hereby authorized in this, concurrent, and future 
replies, to charge payment or to credit any overpayment to Deposit Account No. 02-2448 for any 
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additional fees required under 37 C.F.R. § 1.16 or under 37 C.F.R. § 1.17; particularly, extension 
of time fees. 
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PATENT COOPERATION TREATY 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT 
(PCT Article 36 and Rule 70) 



P. 3/7 



Applicant's or agent's flic reference 


.FOR -FT.rRTHER ACTION ^ s£ , Noi: *fi ca rian of Transmittal of IniemationaJ 

Preliminary Examination Report (Farm PCT/TPEA/4 1 6) 


International application No. 

PCT/FR2004/001786 


International filing daw (day/momh/y^r) Prioriry date (rfa^o/j/A^ear) 
08.07.2004 09.07.2003 


International Patent Classification (IPC) or national classification and IPC 

AST K38/36, AS1 K3&/37. A61 K47/1 8 r A61 2, A61 LZOO, C07K1 4/75 


Applicant ' ' 

IABORATOIRE FRANCAIS OU FR ACTI 0 N N EM ENT ET DES .... 



l^S^TT^ «**^<»i report has bccn pffcparcd by to Prclimlnaiy £™ illg 

Auchqnry and is transnuned to the applicant according to Article 36. 



2. This REPORT consists of a tota! of 



_ sheets, including this cover sheet. 



Sna^^ Lfi " Sbw * ° f ^ ******* Cla ^ and/or drawings which have 

S^Sff^!^ ^£ ^ ^ eoHtainiug recreations made before this Aurhorir, 

(se= Ruie 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a coral of 2 sheets. 



3. This report contains indications relating to the following items: 
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Basis of the report 



VT j^] CermLn documents cited 
VII Q Certain defects in cbe international application 
Vm Q Certain observations on the international application 





Dace of submission of the demand 
' 09.05.2005 (May 9, 2005) 


Date of completion of this report 
25.07.2005 (July 25, 2005) 


Name and mailing address of the IPEa/TEP 

Office europeen des brevoTs 
Munich 

gpi Tel- *49 89 2399 : 0 T* 52*656 spmo d 
[ Fax; +43 39 2399 - 4465 


Authorized otTkcr 
Girnenez Miralles, J 

Telephone No, t49 89 2399-S$55 


F orm PCT/IP£AA09 (cover sheet) (January 1 994) ' 



15. JUN. 2006 10:53 

INTERNATIONAL PRJELIMINaRY EXAMINATION .REPORT 



N e 555 



P. 4/7 



Lntcrnarlonai application No. 
PCT/FR2004/001788 



L Basis of rhe report 



1. This report has b«fl town on tfaa basis of (^™,^«* wh iah Aav e burnished i» rte ^ ®i« fa nop*** » „ fcy^ 



Q the lnccmaiiDnal application as ariginally filed. 

1-24 



the description, pages 
pages . 
pages _ 
pages . 



the claims, 



Nos. 
Nos. 
Nos. 

Nos, 



1-21 



the drawings.,, 



shfteC5/ftg 
sheets/fig^ 
sheets/fig _ 
sheets/fig ^ 



j 2. The amendments n°v= reared, a the castcsllacipa 
the description^ pages 
the claims, Nos T 



□ 

the drawings, sheets/fig 



as originally filed, 
t , filed with the demand, 
..filed with the letter of 

filed v^ich the letter of 



_ , as originally filed, 

_ , as amended tmder Article 19, 

m j fticd wich the. demand, 

filed with che letter of May 9, 2005 (0 9/ 05/2005) 
. , filed with the letter of 



. , as originally filed, 
_ > filed with che demand, 
t , filed with the letter of 
, „ filed with the Icrtcr of 



^ □ ^t'h^^T ? * bfc ^* * of) the amendment had not been made, since they have been considered 
tg go beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70,20)). ■ 
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ImcrTjauorial application K'o 1 ! s 
PCT/FR 2004/001788 



V. Reasoned statement under Article 35(2) with regard (0 ^velry, inventive step or iadustrial apolicability: 
citations and explanations supporting such statement «yp»w««qr, 



I. Statement 
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Inventive stftp (IS) 


Claims 
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Industrial applicability (La.) 


Claims 
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Claims 
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PointV 

1. Relevant documents are identified as being Dl to D13, as cited in the International Search 
Report (ISR) (Dl is the first document cited, D2 the second etc.) 

2. Citations and explanations based on the statement related to Novelty (N), Inventive Step 
(IS), and Industrial Application (PA) (R43bis.l(a)(i) and 43bis.l(b) PCT) : 

2*2 Claim 1 (method! and 17 pr oduct obtainable bvthis method) 

(N) The subject matter of independent claims I and 17 do not comply the requirements of 
Novelty defined by the Article 33(2) PCT. 

The document D3 anticipates the thermal treatment (8Q°C, 72 h) of a freeze-dried form of 
cryoprecipitable proteins (factor VOT) including a stabilizing formulation comprising a mixture of 
arginine, citrate and hydrophobic amino acids, like leucine, isoleucine, valine or phenylalanine 
(mixture of amino acids "Synthamin 1 7") (see relevant parts indicated in the ISR). 

The document D4 anticipates the thermal treatment (60°C, 15 days) of a freeze-dried form 
of cryoprecipitable proteins (G-CSF) including a stabilizing formulation comprising a mixture of 
arginine, citrate and hydrophobic amino acids, like leucine, isoleucine, valine or phenylalanine (see 
relevant parts indicated in the ISR). 

The feature defined in the instant dependent claim 19 is only a searched result, and cannot 
then restrict the scope of the claimed subject matter with regard to documents D3 and D4 (see 
Guidelines PCT, HI-4.7) 

(IS) The subject matter of claims 1 and 17 does not involve an inventive step as defined by the 
Article 33(3) PCT, for the reasons hereunder mentioned. Moreover, documents D7 to D12 could be 
relevant for the assessment of the inventive step. 

(PA) The subject matter of independent claims 1 and 17 is susceptible of industrial application as 
defined by Article 33(4) PCT. 

2,2 C laim 20 ( stabilizing formulation') 

<N) The subject matter of independent claim 20 do not comply the requirements of Novelty 
defined by the Article 33(2) PCT. 
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Documents Dl to D6 anticipate freeze-diied forms of cryoprecipitable proteins (factor VIII, 
fibrinogen, factor XIII, G-CSF etc) including a stabilizing formulation comprising an association 
mixture of arginine,' citrate and a hydrophobic amino acid, like leucine, isoleucine, valine or 
phenylalanine (see relevant parts indicated in the ISR). 

A specific use of the stabilizing association (for example in a freeze-dried intended to be 
subjected to a vims inactivation thermal treatment) does not establish the novelty of the claimed 
subject matter (stabilizing formulation), because known in the art Dl to D6 compositions are 
effectively in a form which is appropriate to the use indicated in the instant claim 20 (see 
Guidelines PCT, HI-4.8 and rV-7.6). 

(IS) The subject matter of claim 20 does not involve an inventive step as defined by the Article 
33(3) PCX, for the abovementioned reasons. 

(PA) The subject matter of independent claim 20 is susceptible of industrial application as defined 
by Article 33(4) PCT. 



